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Disposition of Claims 

4) S Claim(s) 54-76 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 54-76 is/are rejected. 

7) D Claim(s) is/are objected to. 
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DETAILED ACTION 
Status of the Claims 

1 . The amendments filed under 35 U.S.C. 1 1 1 (a) are acknowledged. Applicant's 
have cancelled claims 1-53. Claims 54-76 have been added and are pending and 
under examination. 

Information Disclosure Statement 

2. The information disclosure statement (IDS) submitted on August 16, 2005 has 
been considered by the examiner. See signed and attached PTO-1449. 

Withdrawal of Rejections and Objections 

3. Any rejections and/or objections cited in the previous Office action and not 
expressly reiterated below are hereby withdrawn. 

Response to Arguments 

4. Applicant's arguments of rejections under 35 U.S.C. 102(b) and 103(a), see p. 14- 
19, filed August 3, 2005, with respect to claims 1-17 and 1-40, respectively, have been 
fully considered and are persuasive in view of the amended claims for the 1 02(b) 
rejection, and in view of the arguments presented by Applicants in regard to the 103(a) 
rejection. The rejections have been withdrawn. 
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New Rejections/Objections 
Claim Objections 

5. Claim 61 is objected to because of the following informalities: In the first instance 
that an acronym appears, it should be spelled out followed by the acronym in 
parenthesis. Appropriate correction is required. 

Claim Rejections - 35 (JSC § 112-2" d Paragraph 

6. Claim 60 recites the limitation "wherein the low temperatures is at about 4 °C" in 
reference to the method of claim 54. There is insufficient antecedent basis for this 
limitation in the claim because no reference to any temperature is recited in claim 54. 

7. Claim 54 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. It is unclear what "a time sufficient to permit the production of 
a collagen composition" actually is. A "time sufficient" is an extremely subjective 
limitation that, for example, can be interpreted to mean from 1 minute to 10 years. 

Claim Rejections - 35 USC § 112-1 st Paragraph 

8. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

9. Claims 54-63 and 65-67 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for a method of producing collagen 
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monomers by fermenting collagen contain tissues with microorganisms from the genus 
Bacillus, Lactobacillus or Pseudomonas, does not reasonably provide enablement for 
the use of every single kind of microorganism in existence. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention commensurate in scope with these claims. 

The factors to be considered in determining whether undue experimentation is 
required are summarized In re Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 
The court in Wands states: "Enablement is not precluded by the necessity for some 
experimentation such as routine screening. However, experimentation needed to 
practice the invention must not be undue experimentation. The key word is 'undue,' not 
'experimentation.' " (Wands, 8 USPQ2d 1404). Clearly, enablement of a claimed 
invention cannot be predicated on the basis of quantity of experimentation required to 
make or use the invention. "Whether undue experimentation is needed is not a single, 
simple factual determination, but rather is a conclusion reached by weighing many 
factual considerations." (Wands, 8 USPQ2d 1404). The factors to be considered in 
determining whether undue experimentation is required include: (1) the quantity of 
experimentation necessary, (2) the amount or direction or guidance presented, (3) the 
presence or absence of working examples, (4) the nature of the invention, (5) the state 
of the prior art, (6) the relative skill of those in the art, (7) the predictability or 
unpredictability of the art, and (8) the breadth of the claims. 

In the instant case, undue experimentation would be expected because a skilled 
artisan would be required to ascertain and work out exactly what kinds of 
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microorganisms work with the claimed invention. The specification simply sites that 
those which are Gram positive and are generally regarded as safe (GRAS) will work. 
However, a skilled artisan clearly recognizes that when a microorganism is fermented, it 
is the constitution/genetic make-up of the microorganism will determine what the 
predominant proteins, enzymes, compounds and bi-products that are produced into the 
culture and medium which perform the duties of breaking down the collagen tissue into 
the correct monomeric alpha-form. Thus each and every different microorganism will 
produce their own bi-products that may or may not work in the claimed invention, but 
the only way a skilled artisan would be able to ascertain this is with under 
experimentation which would be an extensive amount. The directions and guidance in 
the specification is drawn exclusively to the genus Bacillus and no other examples or 
explanations exist. The relative skill in the art is exceptionally high and a skilled artisan 
would clearly recognize that those microorganisms found within the genus of Bacillus 
and perhaps Aspergillus as cited in the prior art might be adaptable to the present 
claimed invention, however, the only way to ascertain if anyothers worked as well would 
be to experiment unduely. The art is very unpredictable (as anyone who has had a bad 
glass of beer or wine can tell you that fermentation is an unpredictable art at the best of 
times) and finally the breadth of the claims are outside the scope of what the 
specification clearly supports. 

10. Claim 54-76 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claims contain subject matter which was 
not described in the specification in such a way as to enable one skilled in the art to 
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which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. The factors to be considered in determining whether undue experimentation 
is required are stated above. 

The claims are drawn to a method of producing collagen monomers of the a-form (that 
is approximately 100 kDa when assessed by SDS-PAGE) by adding collagen- 
containing tissues with most any kind of microorganism and fermenting said tissues. 
This, according to the claims, produces the alpha-form of collagen (see claims 54 and 
68, steps (c)). However, as a skilled artisan is well aware, collagen is comprised of 
three forms/components that make-up collagen, a monomeric a form, a polymeric p and 
also a y form, each of which have distinguishing molecular weights. Applicant's have 
disclosed as much in their specification as well as in their information disclosure 
statements. However, an essential missing element and step in the method and 
process is how a skilled artisan obtains only the a-form. It is wholly unclear in the 
claims and in the specification, how this result is even achieved. In the Independent 
claims, 54 and 67, it is claimed that the method requires "allowing the microorganisms 
to ferment the collagen-containing tissues for a time sufficient to permit the production 
of a collagen composition weighing at least about 10%-40% of the weight of the 
collagen-containing tissues, wherein the collagen composition comprises mostly 

collagen monomers "; however, it is not disclosed in this claim or any of the 

dependent claims or in the specification how the other forms/components of collagen 
gets separated from the a-form. Thus a skilled artisan would be required to figure this 
out on their own, because the step of extracting the a form from the p form is not 
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disclosed whatsoever in the specification. Furthermore, Applicant's own examples add 
to this confusion because some obtain only the a form (Examples 4 and 5), whereas 
others obtain the a and (3 forms (Examples 2 and 3); this is further complicated by the 
fact that the protocols in the Examples follow relatively the same steps. The state of 
the prior art is such nowhere is it described how simply fermenting collagen will 
ultimately give rise to one particular form/component of collagen (e.g. a or P) over 
another form/component; the relative skill of those in the art and they would recognize 
that the predictability of the art suggests that simply fermenting collagen with 
microorganisms is not going to single handedly produce one form/component over the 
other, and there will necessarily need to be at the minimum at least one additional step 
of some sort, however, what that step(s) is and where it might occur in the process is 
never mentioned or suggested anywhere in the specification or claims. 

When the factors are considered in their entirety, the Wands analysis dictates a 
finding of undue experimentation and thus, the claims are not enabled. 

Conclusion 

11. No claim is allowed. 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Suzanne M. Mayer, Ph.D. whose telephone number is 
571-272-2924. The examiner can normally be reached on Monday to Friday, 7.30am to 
4.00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




SMN 

31 October 2005 




